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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 16 June 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

1. Applicants arguments and amendments filed on 6/16/2008 have been entered. 

2. Claims 11, 13, 14, 27 and 31 are amended. 

3. The objection of claim 11,13 and 14 is withdrawn in view of Applicants amendments to the 
claims. 

4. Claims 11, 13-15, 18, 27, 30, 31 and 34 are examined in the instant application. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 11, 13-15, 18, 27, 30, 31 and 34 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 1 1, 27 and 31 are newly amended and each recite "wherein said vector comprises 
a pair of P-element transposase recognized insertion sequences flanking a P-feet flanked domain 
of at least about 2,000 bp in length". 

As the newly amended claims are written it is unclear if there are two sets of flanking P- 

feet. 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

Claims 11, 13-15, 18,27,30,31 and 34 are rejected under 35 U.S.C. 102(e) as being 
anticipated by US Patent 6,291,243 Bl (Fogarty et al.) 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Fogarty et al. teach that the P element vector can be used to insert exogenous or 
endogenous nucleic acids into the genomes of mammalian cells including rat and murine (col. 5 
lines 42-59). Fogarty et al. teach and claim a method of inserting an exogenous nucleic acid into 
a non-insect target cell genome, including mouse and rat (col. 5 lines 42-59),using a P element 
derived vector ('243 claim 12). The P element derived vector comprises a pair of P element 
transposase recognition sites flanking at least two non-insect cell transcriptionally active 
expression modules each comprising a coding sequence and a promoter ('243 claim 1). The P 
element vector taught by Fogarty et al. further comprises that said transposase recognition sites 
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are 3 1 base pair inverted repeats (claim 6). Fogarty et al. teaches that the P element vector 
comprises an inter P feet domain that is at least 50 bp in length, or usually at least 1000 bp in 
length corresponding to the nucleic acid to be inserted into the host genome (col. 4 lines 1-11). 
Fig. 2 (casper4) in the Fogarty patent demonstrates that the white gene is separated from the 5' P 
foot by a distance less than 1000 bp and that is also the case for the 3' P foot. Fig. 2 (casper4) 
clearly marks in increments of 1000 the relation of the transcriptionally active white gene and the 
P feet. This teaching by Fogarty anticipates that a single transcriptionally active gene is separated 
from a P element transposase domain by a distance of about 1 000 bp or less. The claims in the 
Fogarty patent are drawn to a method of using a P clement vector that comprises at least two 
non-insect cell genes flanked by a pair of P element transposase recognition sites, however 
Fogarty et al. in their specification teach that a single gene can be flanked by said transposase 
recognition sites (col. 5 lines 5-9). Fogarty et al. explicitly states that " Vectors of this 
embodiment that include a single transcriptionally active gene may be prepared and used as 
described below, where the following description is provided in terms of vectors that include at 
least two transcriptionally active genes." (col. 5 lines 5-9). Fogarty et al. ('243 claim 14) further 
teach that a second vector can be delivered using the claimed method (as required by instant 
claim 14). With regard to the claimed rodent made by the claimed method, the prior art is 
enabling to the extent that a transgenic mouse is created using the claimed method and the 
method disclosed in the Fogarty patent. Fogarty teaches that the claimed method, which is a 
transformation method, can be used for the creation of transgenic animals, including rodents (col. 
1 lines 16-28). Thus Fogarty et al. clearly anticipate the claimed method. 

Response to Arguments 
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Applicants argue in amendment filed on 6/16/2008 that the claims require the presence of 
a P-feet flanked domain of at least 2000 bp comprising a transcriptionally active gene that is less 
than 1000 bp from one of the p-feet. Applicants continue that is element is not taught in the 
Fogarty patent. This argument is not persuasive. 

Applicants in their arguments cite that pg. 8 lines 1-5 shows support for the new claim 
amendment. Pg. 8 lines 1-5 reads: 

"Typically, the size of this inter P feet domain (i.e., P feet flanked domain) is at least about 50 bp in length, usually 
at least about 1,000 bp in length and more usually at least about 2,000 bp in length, Where the length of this domain 
may be as long as 150,000 bp or longer, but sometimes does not exceed about 50,000 bp in length and in certain 
embodiments does not exceed about 20,000 bp in length."" 

In the Fogarty patent beginning with col. 4 lines 5-1 1 it reads: 

"Typically, the size of this inter P feet domain (i.e. P feet flanked domain) is at least about 50 bp in length, usually 
at least about 1 000 bp in length and more usually at least about 2000 bp in length, where the length of this domain 
may be as long as 150,000 bp or longer, but generally does not exceed about 20,000 bp in length and more usually 
does not exceed about 10,000 bp in length." 

In view of Applicants new amendment to the claims reciting that the P-feet flanked 
domain be at least 2,000 bp in length, the teachings above from the Fogarty patent would 
anticipate Applicants claimed invention. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Montanari whose telephone number is (571)272-3108. 
The examiner can normally be reached on M-Tr 8-6. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on 1-571-272-45 17. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



David A. Montanari, Ph.D. 
AU 1632 

/Valarie Bertoglio/ 

Primary Examiner, Art Unit 1632 



